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DETAILED ACTION 

Claims 1-18 are pending in the instant application. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submissions filed on 
December 27, 2006 and January 29, 2007 have been entered. 

Information Disclosure Statement 

The Information Disclosure Statement filed January 29, 2007 has been 
considered by the Examiner. The documents JP-7-330726A and JP 2000-247998 are 
not currently considered as they have previously been submitted on the IDS of March 7, 
2005 and subsequently considered. 
Previous Claim Rejections - 35 USC § 103 and Obviousness Double Patenting 

Claim 1 was rejected in the action mailed on February 6, 2006 under 35 U.S.C. 
103(a) as being unpatentable over Yamagishi et al. (JP07-330726A) in view of 
Williamson {Macroscale and Microscale Organic Experiments 1999, pages 39 and 48- 
50). 

Claims 2-17 were rejected in the action mailed on February 6, 2006 under 35 
U.S.C. 103(a) as being unpatentable over Yamagishi et al. (JP07-330726A) in view of 
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Williamson (Macroscale and Microscale Organic Experiments 1999, pages 39 and 48- 
50) and Kitazawa et al. (USPN 5,387,603). 

Claims 2-17 were rejected in the action mailed on February 6, 2006 on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable over 
claims 12-13 of U.S. Patent No. 5,387,603 in view of Yamagishi et al. (JP07-330726A) 
and Williamson (Macroscale and Microscale Organic Experiments 1999, pages 39 and 
48-50). 

Applicant has submitted a declaration from Eiji Tsuru under 37 C.F.R. 1.132 to 
provide evidence to overcome the obviousness rejections. 

The declaration under 37 CFR 1 .1 32 filed December 27, 2006 is sufficient to 
overcome the rejections based upon the evidence that the alpha form of the crystal 
could not be obtained via the Examiner's stated process. The rejections are withdrawn. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-18 rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
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In In re Wands . 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. § 112, first 
paragraph, have been described. They are: 

1. the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

The Nature of the Invention 

The nature of the invention is the alpha form of the compound currently known as 
KMD-3213 is claimed, along with medicaments and a method of using the crystal. 
The State of the Prior Art and the Predictability or Lack Thereof in the Art 

The prior art teaches the compound and similar methods of crystallization. For 
example, Yamagishi et al. (JP07-330726A) teach the dissolving of crude crystals in 
heated ethyl acetate, and allowing the solution to stand at room temperature. See 
Reference Example 30, page 24, paragraph 184. 

The lack of predictability of the art has been established by the two declarations 
under 37 CFR 1.132 executed by Eiji Tsuru on June 13, 2006 and December 27, 2006 
to show that that process, even with minor modifications known in the art, would 
produce the beta form of the crystal and not the alpha form. The basis for showing that 
the prior art process does not produce the alpha form is that a different process of 
making the compound was used in the instant application, which was not disclosed 
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originally and was disclosed in the declaration. There is no evidence as to when, if 
ever, the process was publicly disclosed before, therefore it must be currently assumed 
that this is the first disclosure of the instant process. 

The Amount of Direction or Guidance Present and the Presence or Absence of Working 

Examples 

The written description states that the alpha form can be made by dissolving 
crude crystals in heated ethyl acetate and allowed to stand at room temperature. The 
description does not state how the crude crystals were obtained. The Examiner 
originally interpreted this to mean that any crude crystal can be used to perform this 
process and made rejections under 35 U.S.C. 103(a) in the actions of February 6, 2006, 
and July 27, 2006. 

The Breadth of the Claims 
The breadth of the claims is the alpha form of the compound currently known as 
KMD-3213 is claimed, along with medicaments and a method of using the crystal. 

The Quantity of Experimentation Needed 
The quantity of experimentation needed is undue experimentation. One of skill in 
the would have had to come up with the process for making the compound that was 
kept secret, in order to generate the proper crude crystals referred to in the Examples in 
the specification. 

The Level of Skill in the Art 
The level of skill in the art of organic synthesis and pharmaceuticals is high. 
However, due to the unpredictability in the art as described above, one of ordinary skill 
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would be unable to make or use the claimed compound without undue experimentation 
in order to practice the invention as claimed. 

Thus, the specification fails to provide sufficient support of the preparation and 
use of the alpha form of the compound currently known as KMD-3213. As a result, the 
application would require one of skill to perform an exhaustive search and an inordinate 
number of experiments in order to make or use the claimed polymorph. 

Therefore, in view of the Wands factors and In re Fisher (CCPA 1970) discussed 
above, to practice the claimed invention herein, a person of skill in the art would have to 
engage in undue experimentation to test which diseases can be treated by the 
compound encompassed in the instant claims, with no assurance of success. 

Conclusion 

Claims 1-18 are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph Kosack whose telephone number is (571)-272- 
5575. The examiner can normally be reached on M-F 5:30 A.M. until 2:00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph M s Kane can be reached on (571)-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




